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(2) EPA and the person negotiate a 
consent order under section 5(e) of the 
Act, such order to take effect on the ef-
fective date of the section in subpart M 
of this part which identifies the micro-
organism. 

(b) The person is operating under the 
terms of a consent order issued under 
section 5(e) of the Act applicable to 
that person. If a provision of such sec-
tion 5(e) order is inconsistent with a 
specific significant new use identified 
in subpart M of this part, abiding by 
the provision of the section 5(e) order 
exempts the person from submitting a 
MCAN for that specific significant new 
use. 

§ 725.920 Exports and imports. 

(a) Exports. Persons who intend to ex-
port a microorganism identified in sub-
part M of this part, or in any proposed 
rule which would amend subpart M of 
this part, are subject to the export no-
tification provisions of section 12(b) of 
the Act. The regulations that interpret 
section 12(b) appear at part 707 of this 
chapter. 

(b) Imports. Persons who import a 
substance identified in a specific sec-
tion in subpart M of this part are sub-
ject to the import certification re-
quirements under section 13 of the Act, 
which are codified at 19 CFR §§ 12.118 
through 12.127 and 127.28(i). The EPA 
policy in support of the import certifi-
cation requirements appears at part 707 
of this chapter. 

§ 725.950 Additional recordkeeping re-
quirements. 

Persons submitting a MCAN for a 
significant new use of a microorganism 
must comply with the recordkeeping 
requirements of § 725.65. In addition, 
the following requirements apply: 

(a) At the time EPA adds a micro-
organism to subpart M of this part, 
EPA may specify appropriate record-
keeping requirements. Each manufac-
turer, importer, and processor of the 
microorganism shall maintain the 
records for 3 years from the date of 
their creation. 

(b) The records required to be main-
tained under this section may include 
the following: 

(1) Records documenting the informa-
tion contained in the MCAN submitted 
to EPA. 

(2) Records documenting the manu-
facture and importation volume of the 
microorganism and the corresponding 
dates of manufacture and import. 

(3) Records documenting volumes of 
the microorganism purchased domesti-
cally by processors of the microorga-
nism, names and addresses of suppliers 
and corresponding dates of purchase. 

(4) Records documenting the names 
and addresses (including shipment des-
tination address, if different) of all per-
sons outside the site of manufacture or 
import to whom the manufacturer, im-
porter, or processor directly sells or 
transfers the microorganism, the date 
of each sale or transfer, and the quan-
tity of the microorganism sold or 
transferred on such date. 

§ 725.975 EPA approval of alternative 
control measures. 

(a) In certain sections of subpart M of 
this part, significant new uses for the 
identified microorganisms are de-
scribed as the failure to establish and 
implement programs providing for the 
use of either: specific measures to con-
trol worker exposure to or release of 
microorganisms which are identified in 
such sections, or alternative measures 
to control worker exposure or environ-
mental release which EPA has deter-
mined provide substantially the same 
degree of protection as the specified 
control measures. Persons who manu-
facture, import, or process a micro-
organism identified in such sections 
and who intend to employ alternative 
measures to control worker exposure 
or environmental release must submit 
a request to EPA for a determination 
of equivalency before commencing 
manufacture, import, or processing in-
volving the alternative control meas-
ures. 

(b) A request for a determination of 
equivalency must be submitted in writ-
ing to the Office of Pollution Preven-
tion and Toxics, Document Control Of-
ficer, 7407, 1200 Pennsylvania Ave., 
NW., Washington, DC 20460: ATTN: 
SNUR Equivalency Determination, and 
must contain: 

(1) The name of the submitter. 

VerDate Aug<31>2005 14:36 Aug 06, 2007 Jkt 211171 PO 00000 Frm 00567 Fmt 8010 Sfmt 8010 Y:\SGML\211171.XXX 211171rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 C

F
R


